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DETAILED ACTION 



Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-32, drawn to a medical device, classified in class 604, subclass 
523. 

II. Claims 33-37, drawn to a method of making a catheter tip, classified in 
class 265, subclass 320. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions II and I are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case a process other than reflowing can make the 
catheter tip. 

Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art in view of their different 
classification, restriction for examination purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given 
above and the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 
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This application contains claims directed to the following patentably distinct 
species: 

Species A: Figs. 1 and 2 
Species B: Figs. 3 and 4 
Species C: Fig. 5 
Species D: Fig. 6 
The species are independent or distinct because each species is a different 
embodiment of a catheter tip. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, 1, 9, 25 and 26 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 
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During a telephone conversation with Mr. Glenn Seager on 5/3/06 a provisional 
election was made without traverse to prosecute the invention of Group I, claims 1-32 
and Species B, Figs. 3 and 4. Affirmation of this election must be made by applicant in 
replying to this Office action. Claims 3, 24 and 29-37 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "wire", "coil" and 
"anchoring sites" in claims 13-15 must be shown or the feature(s) canceled from the 
claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
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and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1 .121 (d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Specification 

The disclosure is objected to because of the following informalities: page 1, line 
12 should have the word "distally" changed to "distal". Also in page 1 , line 1 5, the word 
"engage" should be changed to "engaged". Appropriate correction is required. 

Claim Objections 

Claim 1 is objected to because of the following informalities: "the tip have" should 
be changed to "the tip having". 

Claim 26 is objected to because of the following informalities: "tapers distal" 
should be changed to "tapers distally". Appropriate correction is required. 

Claims 1 , for example, is objected to because of the following informalities: "distal 
the first position" lacks a proper preposition between "distal" and the first position. The 
examiner has found numerous cases of these omitted prepositions after the words 
"distal" and "proximal". Appropriate correction is required in all claims affected. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 recites the limitation "the catheter tube" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 9 recites the limitation "the first diameter" in line 4. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 22 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear to the examiner what the end of the phrase "both 
at the first outer diameter" when followed by the previous wording is trying to claim. It 
would appear that "both ..." should be changed to some type of phrase such as "both 
having the a diameter equal to the first outer diameter", however, this claim is quite 
unclear to the examiner in its scope and intent and correction and explanation is 
requested. Furthermore, it is unclear claim 22 can proceed to claim "the third outer 
diameter" when there is no "third outer diameter" mentioned previously in this claim. 

Claim 28 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear to the examiner in what is meant by "the second 
region is a radius". Does the applicant intend that the region is circular and has a 
radius? Appropriate correction and explanation are requested. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 25-28 are rejected under 35 U.S.C. 102(b) as being anticipated by Van 
Tassel et al. (US Patent No. 4,531 ,943). 

Van Tassel discloses a medical device, comprising: an elongate catheter (Figs. 4 
and 5) having a proximal end (10), a distal end (26), and a lumen (11) extending 
therethrough; and a tip (28) disposed at the distal end of the elongate catheter, the tip 
extending distally of the distal end of the catheter, the tip comprising a soft body portion 
(24, also see col. 4, line 40 through col. 5, line 7) and a rigid ring (30) distal the soft 
body portion (see col. 5, lines 2-7). 

Van Tassel further discloses a medical device, comprising: an elongate catheter 
(Figs. 4 and 5) having a proximal end (10), a distal end (26), and a lumen (11) 
extending therethrough; a tip (28) disposed at the distal end of the elongate catheter 
having a first region (27) that tapers distally and a second region (25) distal the first 
region that tapers distally more sharply than the first region. Van Tassel further 
discloses that the second region (25) is the distal-most portion of the tip, and that the 
second region can be defined as circular with a radius. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 2, 4, 5, 8-12, 15-18, and 20-23 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Van Tassel et al. (US Patent No. 4,531,943) in view of Nash et 
al. (US Patent No. 6,080,170). 

Van Tassel discloses the device substantially as claimed including: a medical 
device comprising: an elongate tubular member (Figs. 4 and 5) having a proximal end 
(10) and a distal end (26), a tip (28) disposed at the distal end of the elongate tubular 
member, the tip having a first portion (27) having a distal taper and a radially 
inextensible ring (30) distal to the first portion (col. 4, line 40 through col. 5 line 7). Van 
Tassel further discloses a balloon (Fig. 2, 15) as a therapeutic device disposed on the 
distal portion of the catheter tube. Van Tassel further discloses that the first portion (24) 
is softer and more flexible than a proximal portion of the medical device (col. 1 , line 65 
through col. 2, line 9). Van Tassel further discloses that the ring (30) is the distal-most 
portion of the tip (Fig. 4), and that the device is an intravascular guide catheter (col. 2, 
lines 57-69 disclose that this catheter is for use in the vascular system and that it is to 
be guided to a predetermined location before use). 

Van Tassel further discloses a medical device comprising: an elongate tubular 
member (Figs. 4 and 5) having a proximal end (10) and a distal end (26), a tip (28) 
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disposed at a distal end of the elongate tubular member and having a distal end (25), a 
proximal end (28) and a lumen (11) therethrough, the tip having an elastic portion (24) 
and a radially inextensible distal portion (30, also see col. 4, line 40 through col. 5, line 
7). Van Tassel further discloses that the distal portion (30) is a distal-most extremity 
(Figs. 4 and 5). Van Tassel further discloses that the distal portion comprises a ring 
having a lumen therethrough. In reference to claims 16 and 17, as defined by MPEP 
2113, product by process claims are not limited to the recited steps, only the structure 
implied by the steps. Therefore the distal portion is anticipated by Nash. 

Van Tassel further discloses that the tip further comprises a flexible portion 
(between 28 and 30) proximate the distal portion (30). Van Tassel also discloses that 
the distal portion is a distal-most extremity and the flexible portion is proximal the distal 
portion, wherein the flexible portion tapers from a first outer diameter (diameter at 27) to 
a second outer diameter (diameter to the left of 30), which is less than the first outer 
diameter. Van Tassel further discloses that the first outer diameter and inner diameter 
(at 27) has a first thickness, and a distal thickness (located just to the left of 30, where 
the soft tip (24) is still surrounding part of (30), this location has a much smaller 
thickness of the material used in the rest of the tip and also has a smaller outer 
diameter than the outer diameter at (27)) at a third outer diameter distal the first outer 
diameter, wherein the distal thickness is less than the thickness at the first outer and 
inner diameter. Van Tassel further discloses that the flexible portion comprises an inner 
surface concave in a first plane normal to a longitudinal axis and second plane normal 
to the first plane (Fig. 4 shows the inner surface at (27) is concave). 
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Van Tassel, however, does not disclose a guidewire, and the particular 
embodiment of Van Tassel being used does not comprise a therapeutic device. Van 
Tassel, does however in a different embodiment, disclose a therapeutic device, a 
balloon catheter (15) in Fig. 2 on the distal portion of the catheter tube. Nash discloses 
a guidewire (Fig. 10, 124) having a first diameter and a distal stop (190) having a 
second diameter greater than the first diameter, and a medical device comprising: an 
elongate tubular member (22") having a proximal end and a distal end with a guide wire 
receiving lumen extending therethrough, a distal portion of the guidewire lumen having 
an inner diameter of substantially the same magnitude as the first diameter. Nash 
further discloses that the medical device is an angioplasty device. Therefore it would 
have been obvious to one of ordinary skill in the art at the time of the invention to have 
modified Van Tassel's embodiment in Figs. 4 and 5, with the balloon of Fig. 2, and also 
to have modified Van Tassel with the guide wire as taught by Nash. This would have 
been especially obvious since using a guidewire in a lumen of a catheter is 
exceptionally well known in the art. This modification would provide the catheter of Van 
Tassel with a balloon for therapeutic use and also would provide the catheter with a 
guidewire in order to provide the catheter with a steering mechanism. 

Claims 13, 14 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Van Tassel in view of Nash, and further in view of Sleiman (US Patent No. 
4,738,659). Van Tassel in view of Nash discloses the device substantially as claimed 
except for the distal portion being comprised of a wire, coiled wire, band, or the distal 
portion having anchoring sites. Sleiman, however, discloses that the distal portion of a 
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catheter tip (Fig. 2) comprises a wire, or a coiled wire (Figs. 5 and 6, also see col. 2, 
lines 62-68). Sleiman further discloses that distal portion comprises a non-compliant 
band (Figs. 7 and 8, 46; also see col. 3, lines 28-32 which describes that the band is 
unable to stretch and see col. 2, lines 62-67 which indicates that it would have been 
obvious to make this band of plastic, as the other reinforcement devices can be made of 
plastic). Therefore it would have been obvious to one of ordinary skill in the art at the 
time of the invention to have modified Van Tassel in view of Nash with the wire, coiled 
wire and band as taught by Sleiman, in order to provide alternative structures to use as 
the distal portion of the tip of the catheter for further variety. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881 . The examiner can normally be reached on Monday-Friday 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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